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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 03 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under (he provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days wilt be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 704(b). 

Status 

1 )|E] Responsive to communication(s) filed on 30 August 2004 . 
2a)Q This action is FINAL. 2b)[X3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O G. 213. 

Disposition of Claims 

4) E3 Claim(s) 40-47 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) E3 Claim(s) 40-47 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 



Application Papers 

9)D The specification is objected to by the Examiner. 
10)D The drawing(s) filed on 



is/are: a)\3 accepted or b)D objected to by the Examiner. 



Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)P Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)Q None of: 

1 -□ Certified copies of the priority documents have been received. 

2-D Certified copies of the priority documents have been received in Application No. . 



3.D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) [X] Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) p aP er No(s)/Mail Date. 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5) U Notice of Informal Patent Application (PTO-152) 
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Detailed Office Action 

37 C.F.R. § 1.114 

A request for continued examination under 3 7 C.F.R. § 1.114, 
including the fee set forth in 37 C.F.R. § 1.17(e), was filed 30 
August, 2004, in this application after final rejection. Since this 
application is eligible for continued examination under 37 
C.F.R. § 1.114, and the fee set forth in 37 C.F.R. § 1.17(e) has 
been timely paid, the finality of the previous Office action has 
been withdrawn pursuant to 37 C.F.R. § 1.114. Applicants' submission 
filed on 29 March, 2004, has been entered. 

Status of the Claims 

Claims 40-47 are pending in the instant application. 

35 U.S.C. § 112, First Paragraph 

The^ following is a quotation of the first paragraph of 35 U.S.C. 
§ 112: 

The specification shall contain a written description of the 
invention, and of the manner and process of making and using it, 
in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it 
is most nearly connected, to make and use the same and shall set 
forth the best mode contemplated by the inventor of carrying out 
his invention. 

Claims 40-47 are rejected under 35 U.S.C. § 112, first 
paragraph, as failing to provide an enabling disclosure for the 
claimed invention. It is apparent that the monoclonal antibodies 
PA 6 and PA-7 are required to practice the claimed invention. As 
required elements, they must be known and readily available to the 
public or obtainable by a repeatable method set forth in the 
specification. If they are not so obtainable or available, the 
enablement requirements of 35 U.S.C. § 112, first paragraph, may be 
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satisfied by a deposit of the hybridoma cell line producing said 
antibodies. See 37 C.F.R. § 1.802. 

Due to the unpredictability associated with antibody production 
(i.e., each antibody generally has a unique structure) and the 
failure of the specification to provide any detailed structural 
information concerning the claimed antibodies, Mabs PA-6 and PA-7 
do not appear to be readily available materials. 1 Deposit of the 
hybridoma cell lines producing said antibodies or detailed 
structural information (i.e., the complete nucleotide or amino acid 
sequence of each antibody) would satisfy the enablement 
requirements of 35 U.S.C. § 112. If a deposit is made under the 
terms of the Budapest Treaty, then an affidavit or declaration by 
Applicants or someone associated with the patent owner who is in a 
position to make such assurances, or" a statement by an attorney of 
record over his or her signature, stating that the deposit has been 
made under the terms of the Budapest Treaty and that all 
restrictions imposed by the depositor on the availability to the 
public of the deposited material will be irrevocably removed upon 
the granting of a patent, would satisfy the deposit requirements. 
See 37 C.F.R. § 1.808. 

If the deposits have not been made under the provisions of the 
Budapest Treaty, then an affidavit or declaration by Applicants or 
someone associated with the patent owner who is in a position to 
make such assurances, or a statement by an attorney of record over 
his or her signature, stating that the deposit has been made at an 
acceptable depository and that the following criteria have been 
met : 



1 It has been well -documented that most animals are capable of producing a vast 
repertoire of structurally and functionally distinct antibodies. For instance, 
conservative estimates suggest that humans are capable of producing over 32 
millon different combinations of light and heavy chains. This estimate excludes 
various other sources of diversity. See "Immunoglobulins: Molecular Genetics", in 
Fundamental Immunology, Fourth Edition, W. E. Paul, ed . , Lippincott -Raven 
Publishers, Philadelphia, 1999, pp. 142-143. 



-2- 



Serial No.: 09/891,062 
Applicants: Litwin, V. M., et al . 

(a) during the pendency of the application, access to the 
deposits will be afforded to one determined by the Commissioner 
to be entitled thereto; 

(b) all restrictions imposed by the depositor on t he- 
availability to the public of the deposited material will be 
irrevocably removed upon the granting of a patent ; 

(c) the deposits will be maintained for a term of at least 
thirty (30) years and at least five (5) years after the most 
recent request for the furnishing of a sample of the deposited 
material ; 

(d) a viability statement in accordance with the provisions of 
37 C.F.R. § 1.8 07; and 

(e) the deposit will be replaced should it become necessary due 
to inviability, contamination or loss of capability to function 
in the manner described in the specification. 

In addition, the identifying information set forth in 37 C.F.R. § 
1.809(d) should be added to the specification. See 37 C.F.R. §§ 
1.803-1.809 for additional explanation of these requirements. _ 

Response to Arguments 

Applicants arguments and the referenced declaration (s) were 
carefully considered. Applicants arguments were considered to be 
persuasive as directed toward the rejections set forth in the last 
Office action. 

Cor re spon d en c e 

Any inquiry concerning this communication should be directed to 
Jeffrey S. Parkin, Ph.D., whose telephone number is (571) 272-0908. 
The examiner can normally be reached Monday through Thursday from 
10:30 AM to 9:00 PM . A message may be left on the examiner's voice 
mail service. If attempts to reach the examiner are unsuccessful, 
the examiner's supervisor, James C. House 1, can be reached at (571) 
272-0902. Direct general status inquiries to the Technology Center 
1600 receptionist at (571) 272-1600. Formal communications may be 
submitted through the official facsimile number which is (703) 872- 
9306. Hand-carried formal communications should be directed toward 
the customer window located in Crystal Plaza Two, 2011 South Clark 
Place, Arlington, VA. Applicants are directed toward the O.G. 
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Notice for further guidance. 1280 O.G. 681. Informal communications 
may be submitted to the Examiner's RightFAX account at (571) 273- 
0908 . 

Information regarding the status of an application may be 
obtained from the Patent Application Information Retrieval (PAIR) 
system. Status information for published applications may be 
obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see 
http://pair-direct.uspto.gov. Should you have questions on access 
to the Private PAIR system, contact the Electronic Business Center 
(EBC) at 866-217-9197 (toll-free) . 

I^&pect fully , 



Jeffrey S. Parkin, Ph.D. 
^Primary Examiner 
Art Unit 1648 

26 December, 2004 
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